DS=Disposition ||DM=Demographics 
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CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 


Informed Consent (2.1) 


Category 
Date 
RFICDTC 
Tme 
PID 
Protoco Vers on 
Was the subject re screened? 


A prev ous TSNs (e.g. 2760 234) 


Date of f rst Informed Consent 


22/04/2020 























DSCAT='PROTOCOL MILESTONE’ 


DSSTDTC DSTERM/DSDECOD='INFORMED CONSENT OBTAINED' 


+ SUPPDS.QVAL when ONAM = 'PROTVERS' 


DSTERM/DSDECOD='FIRST INFORMED CONSENT OBTAINED' 


SUPPDS.QVAL when QNAM = 'PREV_TSN' 





DSSTDTC 





Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-00F82@2@ 1 


DM=Demographics 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 
Demographic Data (2.1) 





Age years [AGEU=YEARS' 


months |SUPPDM.QVAL when 
QNAM='AGE_M' 

















Race, 


select all that apply [wh te 


lB ack or Afr can Amer can 


Tas an 


[Amer can Ind an or A aska Nat ve 


01 (GMT) 


If core than one option is selected: 
RACE = ‘MULTIPLE’, and individual responses 
inSUPPDM with QNAM = 'RACE1', ‘RACE2’.... 






[Nat ve Hawa an or Other Pacfc Is ander 
[Not reported 

[Unknown 

[Other 


If Other, p ease spec fy Eee epee et 


Ethn c ty 








C Not Hspanc or Lat no 


C Hspanc or Latno 
ETHNIC 


C Not reported 
C Unknown 
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VS=Vital Signs 


CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 
Body Height/ Weight + BMI (2.0) 


Reason not done Date 
Not done 


VSSTAT='NOT DONE' 
when VSTESTCD='VSALL' 





Oo VSREASND 











Tme 


He ght We ght 


VSTEST BMI (ca cu ated) 


Body Mass Index (kg/m2) 





: a 

















| = 











More rows: 5 0 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Blank eCRF (CTP 3.0) 





Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-00389643 


) 


- 
= 


Date of Last menses 
RPTEST='Last Menstrual Period Start Date" 


0 
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RP=Reproductive System Findings 


CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 


Childbearing Potential (2.0) 


Reproduct ve Test 


Ch dbear ng potenta 
RPTEST='Childbearing Potential’ 


Non ch dbear ng potenta 
RPTEST='Reason for Non- 
childbearing potential’ 


Date of Ster_zaton 


RPTEST='Date of Sterilization’ 
Other, please specify 


22/04/2020 














RPORRES when RPTESTCD='CHILDPOT' 
Cie Cel or acaarTeD 


Postmenopausa (>= 2 months) 

Surgca y ster zed RPORRES when 
RPTESTCD='NON_REAS' 

Other = 

RPORRES when RPTESTCD='LMPSTDTC' 


RPORRES when RPTESTCD='STER_DTC' 


























SUPPRP.QVAL when QNAM='OTH_SPEC' 


Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-0058296 4 


LB=Laboratory Test Results 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


[Urine Rregnancy Test (2.0) [| BTEST='Choriogonadotropin Beta’ 








Tme Resut 


LBORRES when LBTESTCD='HCG' 























LBDTC C Negatve 








rm 
Category NA Notdone Reason not done Date 
Spec men 
LBSPEC 
oo LBREASND 
LBCAT='CHEMISTRY' ty 


LBSCAT=PREGNANCY' LBSTAT='NOT DONE 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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22/04/2020 


C Postve 


Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-00B@2N6 5 


PE=Physical Examination 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


Physical Examination (2.1) 














” [PESTAT='NOT DONE’ when PETESTCD=HEALTHY' 
Not done 
Reason not done [PEREASND | 
Date 
PEDTC 
Tme 
PECAT='GENERAL' 
System/Organ Norma /Abnorma /ND Abnorma tes/Symptoms C nca Sgnf cance 


Genera cond ton/psyche nai 
2 [skn >| 


Lymph nodes | 








Head (eyes, ears, mouth) 7 





Neck/thyro d g and | 
e Lungs | 
Heart | 


Abdomen | 





Muscu oske eta system y| 





Neuro ogca system | 
Vascu ar system yi 
Card ovascu ar | 


Gastro ntest na | 
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4 | Other | 


22/04/2020 





F nd ng (ca cu ated) 


_.PETESTCD='GENCON' |cncs ccs -{INOT SUBMITTED]}— 








...PETESTCD='SKIN' NCS CCS 








...PETESTCD='LYMPHN' NCS CS 








...PETESTCD='HEAD' IC NCS ECS 








...PETESTCD='NECK' IC NCS CCS 








..PETESTCD='LUNGS' ICNCS CCS 








...PETESTCD='HEART' IC NCS ECS 








..PETESTCD='ABDOMEN'|- ncs @cs 








...PETESTCD='MUSCULO'|c ncs @cs 








. .PETESTCD='NEUROL' |CNcsS ccs 











...PETESTCD='VASCUL' NCS CS 


. .PETESTCD='CARDVASC' [NCS CCS 
. .PETESTCD='GASTRO' |CNcS ccs 
































. .PETESTCD='OTHER' IC NCS C a 


SUPPPE.QVAL='N' | |SUPPPE.QVAL='Y' 
when when 


QNAM='PECLSIG' | |QNAM='PECLSIG' 





Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-008aQ(G76 


VS=Vital Signs 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Vital Signs incl. VSTPT (2.0) 


Reaso o doe Dae e Measue e Measue_e Sys 0 cBood Das o cBood Resp aoy C ca 
No pos o (B ) s dec e e C ca C ca Rae Sg fca ce 
doe ( Hg) Sg fca ce Sg fca ce 


ph _ CVSREASN] (eae 


VSSTAT='NOT DONE' 









































































when 
VSTESTCD='VSALL' 





Please insert as many new rows as needed for the according visits and use "Schedule 


VSTESTCD 
='SYSBP' ='DIABP =PUESE 


SUPPVS.QVAL='N' 
when 


QNAM='VSCLSIG' 
For CS: 
SUPPVS.QVAL="Y' 
when 
QNAM='VSCLSIG' 
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VS=Vital Signs 


CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 
Body Temperature (2.1) 


Reason not done 


Not done 


Date 


Tme 





[VSREASND | D 











Measurement s te 
Other measurement s te, spec fy: 





Sponsor Study Code: BNT162-01 


VSTEST='Temperature' 


Body Temperature C nca Sgnfcance 
°C) 























CNCS CCS 





Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


22/04/2020 


Blank eCRF (CTP 3.0) 





For NCS: 
SUPPVS.QVAL='N' 
when 
QNAM='VSCLSIG' 


For CS: 
SUPPVS.QVAL='Y' 
when 
QNAM='VSCLSIG' 


FDA-CBER-2021-5683-00389698 





CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 


BioNTech BNT162_01 CRS 049 20 DEV 














No Reaso o doe Dae e C ca F dé gs, 
doe Sg fca ce select all that 
apply 





























— 





lesoTe _|— 


























[SUPPEG.QVAL when QNAM="CODE' | 
aI =I | =I | =i | 








Please insert new row(s), if you are in visit "Unscheduled Forms" o 
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CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Curine drug Screen (2.0) 


1 
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a [etest_] 


Ca ego y Spec e No Reaso o doe Dae e Ca 
















Me apea 


al (C Nega ve 
| (@) os ve 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! Sac 


es Opaes Coca e ab ods e cyc d e Be zodazep es Bab uaes Me adoe cyc c A pea 


a depessa s 









































22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-@05@¢ 1H0 
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LB=Laboratory Test Results 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 
Alcohol Breath Test (2.0) 


LBTEST='Ethanol' 


LBSPEC='EXPIRED AIR' 


Category Spec men Not done Reason not done Date Tme Resut 


LBREASND LBDTC CNegatve || BORRES when 
CPostve J|LBTESTCD='ETHANOL' 






































LBCAT='CHEMISTRY' 


LBSCAT='DRUG OF ABUSE' 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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LB=Laboratory Test Results 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 





Sampling for Urinalysis (2.0) 


r 


LBSPEC='URINE' 


Category 


Specmen Notdone Reason not done 











Date 


Tme 





























ie LBREASND 


LBCAT='URINALYSIS' LBSTAT='NOT DONE' 
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when 
LBTESTCD='LBALL' 


All comments will be entered on comment page! 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


22/04/2020 


Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-0BS@f41 4.2 
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LB=Laboratory Test Results | |MB=Microbiology Specimen 


CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 
Blood Samples for Safety Lab (2.0) 


MBCAT='SEROLOGY' MBCAT='SARS-CoV-2 Antibodies’ 
Blood samples for safety lab includes and FSH at Visit 0 


Category Specmen Notdone Reason not done Date Tme Fast ng? 










































r ono ores 


More rows: 5 0 


LBSTAT='NOT DONE' 
when LBTESTCD='LBALL' 
MBSTAT='NOT DONE' 

when MBTESTCD='MBALL' 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 






All comments will be ente 


22/04/2020 Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-088@21 43 
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1E=Inclusion/Exclusion Criteria Not Met 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


In-/Exclusion Criteria (2.0) 


CNo C Yes 


Subject meets a ncusoncrtera and does [INOT SUBMITTED] | 


not meet any exc us on cr ter a? 


Date 











If No, pease seecta voated 
In /Exc us on crter a: 


Inc us on Crtera: 


IECAT="INCLUSION' IEORRES="N' when 
| a | a | | a | 7 | |IETESTCD="INx« 


Exc usonCrtera: 


|IECAT='EXCLUSION | IEORRES='Y' Eee 
Eee "EXxx' 








22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-0Bs878 4.4 


= 





a 
U 
m 
ie) 
vu 
iw) 


PESID] [PETEST_] 
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PE=Physical Examination 


CRS Study Code: 049/20 
BioNTech BNT162 01 


Physical Examination (2.1) 


Not done 


Reason not done 


Date 


Tme 


=PETEST='Overall Health Judgement-Subj. healthy? 


CRS 049 20 DEV 


f |PESTAT='NOT DONE’ when PETESTCD='HEALTHY' 


[PEREASND | 



















>" 





Overa heath judgement subject heathy? ¢- No CYes [PEORRES when PETESTCD=HEALTHY' 


PECAT='GENERAL' 
System/Organ 





Genera cond ton/psyche nai 
2 [skn >| 


Lymph nodes | 





Head (eyes, ears, mouth) 7 





Neck/thyro d g and | 
6 Lungs | 
7 Heart | 


8 Abdomen | 





Muscu oske eta system | 





Neuro og ca system >| 
Vascu ar system | 
Card ovascu ar | 


Gastro ntest na | 





4 | Other >| 


22/04/2020 


Norma /Abnorma /ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma (ND 


Abnorma CND 


Abnorma (ND 


Abnorma CND 


Abnorma (ND 








when 
QNAM='PECLSIG' 





Blank eCRF (CTP 3.0) 


F nd ng (ca cu ated) 

























































































Abnorma tes/Symptoms C nca Sgnfcance 
ncs ccs 
EPETESTCD=SKINT cs ccs 
Nes ccs 
nes ces 
[PETESTCD=ABDOMEN] nes ccs 

[[EPETESTOD=CARDVASG] ncs ccs 
Nes @cs 
[PETESTODOTHERTE| vcs ccs 

SUPPPE.QVAL='N' / * 


SUPPPE.QVAL='Y' 
when 





QNAM='PECLSIG' 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-008agt615 
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MB=Microbiology Specimen 


CRS Study Code: 049/20 


BioNTech BNT162 01 


Oral Swipe for SARS-CoV-2 Testing (2.1) 


MBLOC= 
"ORAL CAVITY’ 


Category 














More rows: 5 0 


CRS 049 20 DEV 


r 


Spec men Not done 





‘SWABBED 


MATERIAL' 





Reason not done 


MBCAT='SARS-CoV-2 Test (Oral Swipe)’ 








Date 


MBMETHOD='QUANTITATIVE 
REVERSE TRANSCRIPTASE 


POLYMERASE CHAIN REACTION' 





MBTSTDTL='DETECTION' 


MBORRES 


Tme Test name Resut 








MBREASND 











MBDTC xy) CNegat ve 








Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


22/04/2020 


MBTEST='Severe Acute Resp |“ P°stve 
Syndrome Coronavirus 2' 


Blank eCRF (CTP 3.0) 


when 


MBTESTCD= 
‘SARSCOV2' 





Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-0Bs@eI 26 
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DS=Disposition 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 
Allocation (2.1) 


DSTERM/DSDECOD='ALLOCATED' 








Category DSCAT='PROTOCOL MILESTONE' 
Date [2] 














DSSTDTC 
Tme 


C Cohort [4] 
Subject s a ocated to (Cohort 2 
C Cohort 3 


© Cohort 4 
SUPPDS.QVAL when 


© Cohort 5 QNAM = 'COHORT' 
C Cohort 6 


© Cohort 7 
C Cohort 8 
© Cohort 9 
C Cohort 0 


Group Ga (BNT 62a ) [5] 


CB (BNT 62b ) [SUPPDS.QVAL when 
CC (BNT 62b2) |JQNAM ='GROUP' 
CD (BNT 62c2) 

CE (BNT 62c2 P/B) 


15/07/2020 Annotated eCRF (CTP 7.0) FDA-CBER-2021-5683-@G8g2 118/ 


IS=Immunogenicity Specimen Assessments 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Blood Samples for Immunogenicity (2.1) ISCAT="IMMUNOGENICITY' 


ISSPEC= oO 
'SERUM' 


Category Specmen Notdone Reason not done Date Tme 


| ISREASND ISDTC 
ISSTAT='NOT DONE' 
when 










































More rows: 5 0 


ISTESTCD='ISALL' 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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CRS Study Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 
Blood Samples for CMI (2.1) 


r 


Category Specmen Notdone Reason not done Date 





























rc 

















More rows: 5 0 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


22/04/2020 


Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683-08 882209 
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EC=Exposure as Collected | |EX=Exposure 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Administration (2.1) 


7 |If ‘Not Done'='No' then ECOCCUR='Y' 
Not done If 'Not Done'='"Yes' then ECOCCUR='N' 









Reasonnotdone { © Jif ECOCCUR='N': 
"+ ]SUPPEC.QVAL when 
Other, spec fy QNAM='ECREASOC' 








Date 


Tme 


Route of Adm n strat on 
Treatment 


SUPPEC.QVAL when SUPPEX.QVAL when 
QNAM='MED_NO' QNAM='MED_NO' 


Dose Form |ECDOSFRM | |EXDOSFRM 


P anned dose 


EXDOSE if ‘Total 
tien See hy Dose given?’ is 'Yes' 


Med cat on Number 


If ‘Total Dose given?’ is 'No' then 
EXDOSE='Total Dose (Volume of 





Injection)’ - ‘Rest Volume’ * 'Planned 


ieee EXDOSU Dose’ / ‘Total Dose (Volume of Injection)’ 




















Tota Dose (Vo ume of Inject on) mL ECDOSE 
Unt ECDOSU 
Tota Dose gven? Gg CYes [SUPPEC.QVAL when QNAM='TOTDOS' SUPPEX.QVAL when QNAM='TOTDOS' 


mL |SUPPEC.QVAL when QNAM='RESTVOL' SUPPEX.QVAL when QNAM='RESTVOL' 


|EXLOC| 
a 


22/04/2020 EXDIR Blank eCRE (CTP 3.0) FDA-CBER-2021-5683-D@ap220 





























If No, rest vo ume 






App catonste 
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CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 














Adm n strat on accord ng to protoco? Eng Cyes SUPPEX.QVAL when QNAM='ADMPPROT' SUPPEC.QVAL when QNAM='ADMPPROT' 
If No, p ease spec fy SUPPEX.QVAL when QNAM='ADMNPPSP' | |SUPPEC.QVAL when QNAM='ADMNPPSP' 
Ep /Pandem c re ated adjustment @yig Gyes |SUPPEX.QVAL when OQNAM='EXEPADJI' SUPPEC.QVAL when QNAM='ECEPADJI' 


Ep /Pandem c re ated nterrupton (no CyYes [SUPPEX.QVAL when QNAM='EXEPINTI' | |SUPPEC.QVAL when QNAM='ECEPINTI' 





22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683-B@ap22A. 


FACE=Findings About Clinical Events 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


Local Tolerability at Injection Site (2.1) 


FACAT='REACTOGENICITY' 





Ca ego y Sc edu ed e Reaso o doe Dae e es \Na e Evauao ITesyoffa | 
No 


FASCAT='ADMINISTRATION SITE’ al FAEVAL='INVESTIGATOR' 
1 ‘FATPT | » i FAREASND FADTC 
FAORRES='N' when Mode ae 


FASTAT=NOT DONE’ when . eee 
FAOBJ="All Objects of the Observation’ ————EEEEEEe oe ay fe 


FATEST='Occurrence Indicator’ eae g 


Moe ows: 1 5 10 FAORRES='Y' when 
FATESTCD='OCCUR' 



















































Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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22/04/2020 Blank eCRF (CTP 3.0) 


Cc 
© 
© 


Sponsor Study Code: BNT162-01 









Modeae C Modeae Modeae 
Seve e C Sevee Seve e 


oe ay fe © oe ay fe oe ay fe 
eae g eae g eae g 


FAORRES 
when FATEST='Severity/Intensity' 


FATESTCD='SEV' 





FDA-CBER-2021-5683-Pegp222 


FACE=Findings About Clinical Events 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Systemic Events Assessment 


FACAT='REACTOGENICITY' 
[1] 





Category [2] Scheduled time Reason not done [5] Date [6] 


est Name [8] 
13] Not 





Evaluator [9] ntensity of ntensity of 
a N D 


FASCAT='SYSTEMIC' ie FAEVAL="INVESTIGATOR' 
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; ey, 0 Ee eae) 


FASTAT='NOT DONE’ when 





C Mild C Mild C Mild C oMila Cc Mild Cc oMild Cc oMild Cc oMild C Mild C Mild 
C Moderate 


Severe 


FAORRES='N' when 
FATESTCD='OCCUR' 













Moderate Moderate Moderate Moderate Moderate Moderate Moderate Moderate Moderate Moderate 


C Severe ( Severe (~ Severe (~ Severe (~ Severe (~ Severe (~ Severe (~ Severe (~ Severe (~ Severe 
aC re re re C C 6 C C Stentaly life 
FATEST='Occurrence Indicator’ |] Petentiay Potentially Potentially Potentially life Potentially life Potentially life Potentially life Potentially life Potentially life Potentially life threatening 


life life life threatening threatening threatening —threatening ~—threatening ~—tthreatening ~—_threatening 
Wy! 
More rows 15 10 FAORRES="Y' when 


threatening _ threatening threatening 
FATESTCD='OCCUR' 









FAOBJ='All Objects of the Observation' 











. : Pa " malt . A "Wieit a")I : : 
Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! FATESTCD='SEV' 


15/07/2020 Annotated eCRF (CTP 7.0) FDA-CBER-2021-5683RRG624, 





XA= eval uanalysis ang Visit Details 


Sponsor Study Code: BNT162-01 
BioNTech BNTIO2 01 “CRS 049 20 DEV 
Phone Call (2.0) 


XACAT='PHONE CALL' 


Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


XATEST XATEST XATEST 
NA | Not done} Reason not done Date Tme Outcome of the ca (e.g. No fnd ngs or new AEs/CMs reported) 
XADT XAORRES when XATESTCD='OUT_CALL' 
yo XAORRES when 
ie fewest 9 JXATESTCD='REAS_ND' 


Please document any additional information / changes in the appropriate forms! 




















Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


XAORRES when 
XATESTCD='ND' 





when 'Yes' 
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22/04/2020 Blank eCRF (CTP 3.0) FDA-CBER-2021-5683'0a86224 


DS=Disposition | |DM=Demographics 

CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 
End of Trial (2.1) 


DSSCAT='END OF TRIAL’ 





Category DSCAT=DISPOSITION EVENT" 
Tea fu y competed? <R)Cves DSTERM=END OF TRIAL COMPLETED’ when Yes 











DSDECOD='COMPLETED' when Yes 
Date of Comp eton or Ear y W thdrawa DSSTDTC 


Ma n Reason for premature term nat on C Adverse Event 














C Death 


Chet hee, on He DSTERM when not Other 


Obhys can Decsan [Note: If Epi-Pandemic 
C Pregnancy related response is ‘Yes’, 
C Protoco Dev aton "due to COVID-19" is 


appended to DSTERM] 





C Screen Fa ure 
CS te Term nated by Sponsor 
C Study Term nated by Sponsor 

CTechnca Prob ems 

CW thdrawa by Subject 

C Other 


Date of Death 











\Final On: 08-Mar-2021 02:01 (GMT) 





Other, spec fy: DSTERM when DSDECOD is OTHER 
-SONAM = 'DSEPRELI' C©No CYes _|[SUPPDS.QVAL when 


QNAM = 'LASTCONT' 














Date of ast vs t/contact for non-completer 
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DS=Disposition 
CRS Study Code: 049/20 see CRF page 25 Sponsor Study Code: BNT162-01 


BioNTech BNT162 01 CRS 049 20 DEV 
End of Follow-up (2.1) 


DSSCAT='END OF FOLLOW-UP' 
Category DSCAT='DISPOSITION EVENT' 


Fo ow up fu y competed? Gro Cyes DSTERM='END OF FOLLOW-UP COMPLETED' when Yes 
DSDECOD = 'COMPLETED' when Yes 

















Date of Comp eton or Ear y W thdrawa 











Ma n Reason for premature term nat on C Adverse Event 


C Death 

C Lost to Fo ow up 

C Physcan Decson 

C Pregnancy 

C Protoco Dev aton 

C Screen Fa ure 

CS te Term nated by Sponsor 
C Study Term nated by Sponsor 
CTechnca Prob ems 

CW thdrawa by Subject 

C Other 





Date of Death 











Other, spec fy: 











Ep /Pandemc re ated CNo CYes 





Date of ast vs t/contact 
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MH=Medical History 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 
Medical History (2.0) 


CNo CYes [1] 


If Ongoing, please specify intensity (toxicity grading scale) 


















































Abnorma ty/D sease [2] Start Date [3] End Date [4] Ongong [5] 
2 
3 
4 
5 
6 
7 
8 
9 
0 





























More rows: 5 0 MHENRTPT= ||MHENRTPT= 
"BEFORE' ‘ONGOING' 


MHENTPT='SCREENING' 


15/07/2020 Annotated eCRF (CTP 7.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683RMg96 226 
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XA=Ancillary Analysis and Visit Details 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Observation Period (2.0) [XACAT=OBSERVATION PERIOD’ 
XATEST 


VaccnatonVst Panned observaton perod Other p anned observaton per od (e.g. 8 hours) Adherence to p anned observaton perod? If No, actua observaton perod Reason 
hours) 
VISIT | | CNo (Yes 
More rows: 5 0 ee Beles Wit SUPPXA.QVAL when SUPPXA.QVAL when 
XATPT XATESTCD='VACCIN_V' QNAM = 'ACT_TPT' QNAM = 'REASON' 


Please insert as many new rows as needed for the according visits! 
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CE=Clinical Events | |FACE=Findings About Clinical Events 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Diary - Local Reactions (2.1) 


CECAT='REACTOGENICITY' CETERM='Injection site reaction - <reaction type>" 
FACAT='REACTOGENICITY' FAOBJ='Injection site reaction - <reaction type>' 


If any grading of any reaction is not NONE and not related to IMP, please document on Adverse Event page. 






If any grading of any reaction is not NONE and related to IMP, please document as diagnosis on Adverse Event page. 


Category [1] Study Day Date [4] Tme [5] Test Name Evauator [7] Intens ty 0 Pan | Intenst 
[2] Not [6] [8] Tenderness [9] 


done 
SUPPFACE.QVAL when 
ONAM='STUDYDAY' ——|FAOTC] FAEVAL='STUDY SUBJECT’ 


a FADTC 
FAORRES='N' when 
FATESTCD='OCCUR' 


Erythema/Redness [10] 





Induraton/Swe ng [11] 














— 
































al 


FASTAT='NOT DONE' 
when FAOBJ="'All Objects 






CESCAT='ADMINISTRATION SITE’ 
SASCAT=ADMINISTRATION SITE’ 


CMd cCMd CMd 






C Moderate C Moderate C Moderate C Moderate 











































































































































































FAORRES when 
= of the Observation' C Severe C Severe C Severe C Severe 
N C Potenta y fe C Potenta y fe C Potenta y fe C Potenta y fe 
= threaten ng threaten ng threaten ng 
S 2 | i C None C None C None cNFATEST='Severity/Intensity’ | 
ol CEOCCUR=Y'] - ug = ae ee 
s C Moderate C Moderate C Moderate C Moderate 
00 C Severe C Severe C Severe C Severe 
= C Potenta y fe C Potenta y fe C Potenta y fe C Potenta y fe 
6 threaten ng threaten ng threaten ng threaten ng 
i 3 | a C None C None C None C None 
& cMd cMd cMd cMd 
= C Moderate C Moderate C Moderate C Moderate 
= C Severe C Severe C Severe C Severe 
LL C Potenta y fe C Potenta y fe C Potenta y fe C Potenta y fe 
eo threaten ng threaten ng threaten ng threaten ng 
@ 4 yO C None C None C None C None 
es cCMd cCMd cCMd CMd 
oO C Moderate C Moderate C Moderate C Moderate 
® C Severe C Severe C Severe C Severe 
RN C Potenta y fe C Potenta y fe C Potenta y fe C Potenta y fe 
oO threaten ng threaten ng threaten ng threaten ng 
o 5 x 0 C None C None C None C None 

CMd cCMd cCMd cCMd 

C Moderate C Moderate C Moderate C Moderate 

C Severe C Severe C Severe C Severe 

C Potenta y fe C Potenta y fe C Potenta y fe C Potenta y fe 
threaten ng threaten ng threaten ng threaten ng 
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CRS Study Code: 049/20 
CRS 049 20 DEV 


BioNTech BNT162 01 





6 











=o 






































7 20 
8 wo 
9 wo 
More rows: 5: 0 


15/07/2020 


























































































































C None 

CMd 

C Moderate 

C Severe 

C Potenta y fe 
threaten ng 

C None 

cCMd 

C Moderate 

C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


Annotated eCRF (CTP 7.0) 


C None 

CMd 

C Moderate 

C Severe 

C Potenta y fe 
threaten ng 

Cc None 

cCMd 

C Moderate 

C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


Sponsor Study Code: BNT162-01 


C None 

cCMd 

C Moderate 

C Severe 

C Potenta y fe 
threaten ng 

C None 

cCMd 

C Moderate 

C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


C None 

cCMd 

C Moderate 

C Severe 

C Potenta y fe 
threaten ng 

C None 

cCMd 

C Moderate 

C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


C None 
cCMd 

C Moderate 
C Severe 


C Potenta y fe 
threaten ng 


FDA-CBER-2021-5683ag&230 


CE=Clinical Events | [FACE=Findings About Clinical Events | [VS=VitaliSignsi] 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 


BioNTech BNT162 01 CRS 049 20 DEV 
Diary - Systemic Reactions (2.1) 
CECAT='REACTOGENICITY' 
FACAT='REACTOGENICITY' 
























is not NONE and not related to IMP, or subject has fever [ 


reaction is not NONE and related to IMP, or subject has fever 


Ensity of 
q Veadache [9] 






Date [4] Time [5] Test Name 


[6] 


FASTAT='NOT DONE' 
NAM='STUDYDAY when FAOBJ="'All Objects 
of the Observation’ 


Evaluator [7] 






































Mild 
C Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe 

















Moderate (~ 
Severe C 





Cc 


© © Cc © 
Potentially life PotentjAlly life Potentially life / \ Potentially life 
threayening threatening 

















Potentially life | Potentially life | Potentially life 
threatening threatening threatening 














| | | C C None C None C None 
Cc Mig i C Mild CC Mild Cc Mild 
—'nI! C Oderate ( \ Moderate (~ Moderate (~ Moderate (~ Moderate 
FAORRES='N' when C evere C \severe C Severe C Severe C Severe 


FATESTCD='OCCUR' 


Potentially life Potentially life Pogentially life Potentially life Potentially life | Potentially life | Potentially life 





























mill FATESTCD='SEV' 
Moderate Moderate Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe C Severe C Severe 


FATESTCD='OCCUR' 


08-Mar-2021 0 


Potentially life Potentially life Potentially life | Potentially life | Potentially life | Potentially life | Potentially life 
threatening threatening threatening threatening threatening threatening threatening 












































C None C None C None C None C None C None C None 

Cc Mild Cc Mild Cc Mild Cc Mild C Mild C Mild Cc Mild 

C Moderate ( Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe C Severe C Severe 
Cc (e) C Cc C Cc Cc 








Potentially life Potentially life Potentially life | Potentially life | Potentially life | Potentially life | Potentially life 


















































threatening threatening threatening threatening threatening threatening threatening 
5 | | C None C None C None C None C None C None C None 
Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild 


(C Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe C Severe C Severe 
e) C Cc Cc © Cc Cc 


Potentially life Potentially life Potentially life Potentially life Potentially life | Potentially life © Potentially life 
threatening threatening threatening threatening threatening threatening threatening 








C None C None C None C None C None C None C None 

Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild 

C Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe C Severe C Severe 












































Potentially life Potentially life Potentially life | Potentially life Potentially life | Potentially life © Potentially life 
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threatening threatening threatening threatening threatening threatening threatening 

7 | ia C None C None C None C None C None C None C None 
Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild Cc Mild CC Mild 
C Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate (~ Moderate 
C Severe C Severe C Severe C Severe C Severe C Severe C Severe 
Cc © © Cc C 


Potentially life Potentially life Potentially life Potentially life Potentially life | Potentially life | Potentially life 
threatening threatening threatening threatening threatening threatening threatening 





© 
Cc 


Potentially life 


Mild 
Moderate 
Severe 


threatening 


FATEST='Occurrence Indicator’ threatening threatening threatening threatening threatening threatening threatening : 
do FAORRES=¥ when [,{FAORRES when  (FATEST="‘Seventy/intensiy 


C None 

Cc Mild 

C Moderate 

C Severe 

Potentially life 

threatening 
None 
Mild 

C Moderate 

C Severe 

Potentially life 

threatening 

C None 

C Mild 

C Moderate 

C Severe 

Cc 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

Cc 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

C 


Potentially life 
threatening 








Mild 
C Moderate 
C Severe 


Potentially life 
threatening 


C None 

Cc Mild 

C Moderate 
C Severe 
C 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
C 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
C 


Potentially life 
threatening 


Mild 
C Moderate 
C Severe 


Potentially life 
threatening 








C None 
CEOCCUR 

C Severe 

Potentially life 

threatening 

C None 

C Mild 

C Moderate 

C Severe 

Cc 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

Cc 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

Cc 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

Potentially life 

threatening 

C None 

Cc Mild 

C Moderate 

C Severe 

C 


Potentially life 
threatening 


15/07/2020 Annotated eCRF (CTP 7.0) FDA-CBER-2021-568Rag58232 
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CRS Study Code: 049/20 


BioNTech BNT162 01 


CRS 049 20 DEV 





. | 

















=O 












































More rows 1 5 10 


15/07/2020 






































C None 

Cc Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
C 


Potentially life 
threatening 


C None 

C Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C = Moderate 
C Severe 


Potentially life 
threatening 


C None 
Cc Mild 
C Moderate 
Cc 

Cc 


Severe 


= 


‘otentially life 

threatening 
None 
Mild 
Moderate 
Severe 


aoao0a 


Potentially life 
threatening 


Annotated eCRF (CTP 7.0) 


C None 
Cc Mild 
C Moderate 
(@) 
C 
Pot 


Severe 


entially life 
threatening 


C None 

Cc Mild 
Moderate 
Severe 


a0a0 


Potentially life 
threatening 


C None 

C Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
© 


Potentially life 
threatening 


C None 

Cc Mild 

C Moderate 
C Severe 
Cc 


Potentially life 
threatening 


C None 

C Mild 

C Moderate 
C Severe 


Potentially life 
threatening 


Sponsor Study Code: BNT162-01 


None 
Mild 


q9o0a009 


Severe 


Cc 
Cc 

Moderate (~ Moderate 
e) 
C 


None 
Mild 


Severe 


Potentially life Potentially life 


threatening threatening 

C None C None 

C Mild Cc Mild 

C Moderate ( Moderate 

C Severe C Severe 
Cc 


Potentially life Potentially life 


threatening 


threatening 


C None 
Cc Mild 
C Moderate 
Cc 

Cc 


Severe 


otentially life 
threatening 


C None 

Cc Mild 

C Moderate 
C Severe 


Potentially life 
threatening 


C None 

Cc Mild 

C Moderate 
C Severe 
Cc 

Potentially life 
threatening 

C None 

Cc Mild 

C Moderate 
C Severe 
Cc 


Potentially life 
threatening 
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FACE=Findings About Clinical Events 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


Unrelated Clinical Events (2.0) 
FACAT='REACTOGENICITY' 


CNo CYes [1] 


Any oca/systemc react ons NOT RELATED to 
IMP 


Category [2] Study Day Date [4] Tme [5] 
[3] 








Test Name [6] Loca/systemc react on 


[7] 





a | a [FADTC] 

















More rows| SUPPFACE.QVAL when 
ONAM='STUDYDAY' 


Please insert as many new rows as needed. 


15/07/2020 


FAOBJ | + 
FATEST='Occurrence Indicator’ 
FAORRES="'Y' when FATESTCD='OCCUR' 


Annotated eCRF (CTP 7.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-568R.a968234 


AE=Adverse Events 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Adverse Events (2.0) 


AECAT = 'GENERAL' when 'No' 


AECAT = 'SPECIAL INTEREST’ when 'Yes' 






SUPPAE.QVAL when 
QNAM='AETRTEM' AECONTRT 


AE epo ngaccodng BNT 62 epo ng of AE and eac ons 03Ju¥2020 











Any Adverse Events? C 


Yes [1] 




















































































































































AENo. Adverse Event Serious [4] Reason, AE of special i ic] Start Date [8] Start ime End Date [11] End ime Severity/ ntensity ntensity Treatment — Action - Outcome of AE [22] AE 
[2] [3] select all that apply {interest [6] [9] [12] [15] (toxicity emergent AE Relationship }imiti taken Concomitant Group 
[5] grading [17] to ae : with MP ee D 
scale [16] reatmen reatment | therapy [23] 
AESPID AETERM AESCONG AESTDTC AEENDTC es] [20] ai 
1 Congenital Cc oMila C me iO CF C Not C © 6 C Not 
aa No Yes nomaly or Birth No No Yes related Dose not No Yes recovered/not 
= Det . aay © ne ei ies 
ersist or Related 
= Toe AESDISAB [om Dose Racvered/rescived 
O aia C SUPPAE.QVAL when |=" Oi 
— esults in , ecovered/resolve 
_ a. AESDTH SUPPAE.QVAL when ferentialy — |QNAM='AE_ DLT’ Or ed an 
Cl Requires or QNAM='AEEPRELI' hreatening Cc ; ; 
R f 
Sj Flee ion [AESHOSP Sr oe 
withdrawn 
[suite AEENTPT='END OF STUDY' aio C unknown 
oO breatering [AESLIFE © 
_ Ss Other Cc 
dicall tant 
S soa bor (ASME Siknown 
AN 2 CO O Congenital CO O CGC O | oO © oO CC oMia C me CC Cont CC oO CO O C Not 
ra No Yes nomaly or Birth No Yes No Yes No Yes Cc Moderate (ei No Yes related No Yes Dose not No Yes recovered/not 
ow Defect : ae Cc changed resolved 
pi Persist or © Severe C Related Cc 
=> ignif ; ; Severe Dose Recovered/resolved 
1 Disability/ ncapacity reduced 
CO a Results in Pe tentially C Recovered/resolved 
oO eath Life pag Na with sequelae 
Requires or hreatening interrupte Cc 
= rolongs Cc Recovering/resolving 
enone OU Cs Fatal 
s Life Unknown 
Frdatening oO © 
a Other c.. 
edically mportant nacuewn 


Serious Event 


; © © Congenital (7 (> OO a Oooo Coma C mia COC Cum CC C CC Co Not 






























































No Yes Tiomaly or Birth No Yes No Yes No Yes Co Moderate CF No Yes related No Yes Dosenot No Yes recovered/not 
Defect " CO changed resolved 
; pais Moderate 
I Persist or © Cc Related oO 
ignif cpu Dose Recovered/resolved 
Disability/ ncapacity Cc reduced 
Results in : @) Recovered/resolved 
th Potentially Drug with sequelae 
eal i 
life interrupted 
Requires or hreatening O 
ralongs ‘e) Recovering/resolving 
Hospitalization Pie cas Cs Fatal 
s Life C Not C unknown 
hreatening applicable 
C1 Other Cc 
édically mportant uneacaal 


Serious Event 





















































4 C C0 Congenital C C6 CO oO iz oO © O Cc omia Cm CO OO C nt CCF oO OO O C Not 
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No Yes nomaly or Birth No Yes No Yes No Yes No Yes related No Yes Dose not No Yes recovered/not 
Moderat 
Defect © Moderate Cc c changed resolved 
Seveie Moderate 
|e Persist or © oi Related e) 
ignif on Dose Recovered/resolved 
Disability/ ncapacity reduced re 
Results in ; e) Recovered/resolved 
Potentially Dru i 
ath tre Drug with sequelae 
P interrupted 
Requires or hreatening O 
Falon ‘e Recovering/resolving 
‘a Drug 
Hospitalization withdeaiwit C sFatal 
s Life Cot C unknown 
hreatening aeicabie 
i. Other 
edically mportant 6 on 


Serious Event 
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CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 








5] || 1c ¢ Congenta © © 0 OO | || || | || || © CC © mi Com COC Cw OC C CO C Not 
No Yes Tomaly or Birth No Yes No Yes No Yes C Moderate CO No Yes related No Yes Dosenot No Yes recovered/not 
Defect changed resolved 
on CG severe Moderate Cc ‘ c 
ersist or Relate 
Qi, ce Dose Recovered/resolved 
Disability/ ncapacity Cc reduced 
Results in ; (@) Recovered/resolved 
Potentially Drug with sequelae 
= A ireaeing interrupted Cc ” 
equires or 
hs Cc Recovering/resolving 
Hospitalization Pra C Fatal 
s Life unki 
Not nknown 
Frdatoning oes © 
Other Par 
an mportant Cc 


Serious Event Unknown 


Morerows 15 10 
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CM=Concomitant/Prior Medications 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 
Prior/Concomitant Medication/Therapy (2.0) CMDOSTXT 
Any pr or/concom tant med cat on/therapy? ¢ No C Yes CMDOSU 





CMDOSFRQ 


Dther frequency) nication AE Nos 
cify 


Medication/ herapy akenpriorto ‘Start Date Start ime 


Study? n 
aa 


End Date End ime 


Ongoing Route Other route, ndividual dose 
specify 














c 














































































































































































































‘ © 

° S| (2 | 

noreows 2 S[EMSTRIPT=] (CMSTRTPT= [NOT SUBMITTEDI| | 
‘AFTER’ ‘BEFORE’ SUSSGNT OV Airs SUPPCM.QVAL when] [SUPPCM.QVAL 
CMSTTPT='STUDY START" [INOT SUBMITTED! eyENTPT= QNAM='0_ ROUTE! RUA SCaRReY when 





‘END OF STUDY' 





SUPPCM.QVAL when 
QNAM='0_UNIT' 





SUPPCM.QVAL 
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CO=Comments 
R udy Code: 049/20 


BioNTech BNT162 01 CRS 049 20 DEV 


Comments (2.0) 


Ono Ces [NOT SUSMIETEDT 


Any Comments? 


T mepo nt 


Comment 











Date of Comment 




































































More rows: 5 0 
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DV=Protocol Deviations 


CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


Protocol Deviations (2.1) 


Any Protoco Dev atons? Gyo Cyes [INOT SUBMITTED]] 
DVREFID 


T mepo nt Reason for Dev aton Date of Occurrence 
Descr pton of Dev aton Category 


SUPPDV.QVAL when 














































































































0 if DVDECOD= 
‘COVID 19 IMPACT’, 
SUPPDV.QVAL='Y' when 
QVAL='DVEPRELI'. 


More rows: 5 


Otherwise, 
SUPPDV.QVAL='N' when 
QVAL='DVEPRELI' 





22/04/2020 Blank eCRF (CTP 3.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683408§8238 


090177e196736676\Final\Final On: 08-Mar-2021 02:01 (GMT) 





XA=Ancillary Analysis and Visit Details 


RS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 
Informed Consent + Blood Sampling for HLA typing 





Category [1] |XACAT='PHARMACOGENETIC ANALYSIS' 


Spec men [2] 


XATEST='Informed Consent given’ 


Informed Consent for pharmacogenetc © No CYes [3] 


ae ee XAORRES when XATESTCD=C_GIVEN' 























Date of IC for pharmacogenetc anayss [4] 


XADTC 
T me of IC for pharmacogenetc anayss [5 


Aliquot taken from previous CMI sampling 




















Date of prev ous CMI samp ng for anayss [6] Tme of prev ous CMI samp ng for anayss [7] 
SUPPXA.QVAL when QNAM='PG_CMI’, 
More rows: 5 0 


Please insert as many new rows as needed. |XACAT='HLA TYPING SAMPLING' 


Informed Consent for separate HLA typ ng CNo CYes [8] [KAORRES when XATESTCD=C GIVEN' 


samp ng g ven? = 


XATEST='Informed Consent given' | 5 +6 [9] 


Tme [10] 















































Separate Blood Sampling for HLA typing taken 







Date of HLA typ ng samp ng | 









SUPPXA.QVAL when QNAM='HLA_BS', 


T me of HLA typ ng samp ng [| QLABEL='Separate Blood Sampling for HLA’ 





HLA typing Blood Sampling aliquot taken from CMI sampling 


Date of correspond ng CMI samp ng [13] Tme of correspondng CMI samp ng [14] 





























SUPPXA.QVAL when QNAM='HLA_CMI', 
QLABEL='HLA Aliquot from previous CMI’ 


More rows: 


Please insert as many new rows as needed. 


15/07/2020 Annotated eCRF (CTP 7.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-568P@QIB3) 


DS=Disposition 
CRS Study Code: 049/20 
BioNTech BNT162 01 CRS 049 20 DEV 


Informed Consent (uns.) (2.1) |[DSTERM/DSDECOD='INFORMED CONSENT RECONSENTED' 
DSCAT='PROTOCOL MILESTONE’ 


Category [1] Date [2] Tme [3] Protoco Vers on 
[4] 


SUPPDS.QVAL when 
DSSTDTC | ~ JQNAM = 'PROTVERS' 


Please insert as many new rows as needed. 























More rows: 5 0 
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15/07/2020 Annotated eCRF (CTP 7.0) 


Sponsor Study Code: BNT162-01 


FDA-CBER-2021-5683/08§8240 








XA=Ancillary Analysis and Visit Details 


CRS Study Code: 049/20 Sponsor Study Code: BNT162-01 
BioNTech BNT162 01 CRS 049 20 DEV 


Informed Consent + Blood Sampling for Research 


Category [1] KACAT='BLOOD SAMPLING FOR RESEARCH' 


XATEST='Informed Consent given’ 


Informed Consent for B ood samp ng for 


research purposes? © N° © Yes [3] [KAORRES when XATESTCD=IC_GIVEN' 


Date [4] 


Tme ] 


























B ood Samp ng for Research purposes 


Date of Bood samp ng [6] Tmeof Bood samp ng [7] 


QLABEL='Blood Sampling for Research Purposes' 


More rows: 5 0 


























Please insert as many new rows as needed. 
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